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Flowchart 1 — Infection Risk
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that could impede thorough cleaning
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sterilization/disinfection?
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device exist that has
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and the same
intended as the SUD?
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6. Is this a semi-critical
device?
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Flowchart 2 — Inadequate Performance Risk
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suggest that using the
reprocessed SUD may present an
increased risk of injury when
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damaged or altered by a single
use or by reprocessing and/or
resterilization in such a way that
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2b. Can visual
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been affected?
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criteria) that may be used to
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5. Can visual inspection
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Work Sheet

. Is the SUD an implant as defined in 21 CFR Part 860.3(d)?
Yes or NO

If the answer to question #1 aboveisYes, STOP. SUD is categorized as
High Risk.

. What is the risk of infection according to Flowchart 1?
Low Risk or Moderate Risk or High Risk

If the answer to question #2 isHigh Risk, STOP. SUD is categorized as
High Risk.

. What is the risk of inadequate performance according to
Flowchart 2?

Low Risk or Moderate Risk or High Risk

If the answer to question #3 is High Risk, STOP. SUD is categorized as
High Risk.

. Did the SUD result in a Moderate Risk on Flowchart 1 or 2? If so,
the SUD is categorized as Moderate Risk.

. Did the SUD resultin a Low Risk on Flowcharts 1 AND 2? If so, the
SUD is low risk.

Please circle appropriate risk categorization below.

Low Risk or Moderate Risk or High Risk



